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WARNINGLETTER 
(05ATLO3) 

Dear Mr. Arm&tad: 

Investigator Leah M. Andrews of this office conducted an initial inspection of your drug 
manufacturing facility between July 22 and August 12, 2003. A follow-up inspection was 
conducted by Investigator Andrews on April 19 & 29, 2004. These inspections covered the 
manufacture of your antibacterial hand soaps, cleaners, and sanitizers and included the following 
products: 

QS Plus Instant Hand Sanitizer 
aerom Sani Peach Antibacterial Hand Cleaner 
aerom Sani MANGO Antimicrobial Hand Cleaner 
aeroa Foamy MANGO HAND CLEANER 
aerom Santi-Wash Hand Soap 
aeroe Pahn Antibacterial Hand Soap 

~MEDICATEDL~TI~N~~AP 
hND AID Instant Hand Sanitizer 

During these inspections, information and labeling were obtained for these products, which are 
being manufactured and marketed by your firm for over-the-counter (OTC) distribution. Baaed 
on the information and labeling obtained, these products are intended for use in killing or 
reducing the number of pathogenic microorganisms on the skin to prevent the diseases caused by 
them. Accordingly, these products are “drugs” as defined by section 201(g)(l)(B) of the Federal 
Food, Drug, and Cosmetic Act (the Act). Their marketing in the United States violates one or 
more provisions of the Act as follows: 
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O S  P lus Ins ta n t H a n d  S a n i t izer 

This  p roduc t’s labe l ing  iden tifies  “b e n z e th o n i u m  ch lor ide U S P ” as  th e  “A ctive 
Ing red ien t” a n d  inc ludes th e  statements:  “R E Q U I R E S  N O  W A T E R ,” “requ i res  n o  soap  
or  w a ter , ” “K IL L S  9 9 .9 9 %  O F  M O S T  C O M M O N  G E R M S  T H A T  C A U S E  IL L N E S S  IN 
A S  L ITTLE A S  1 5  S E C O N D S ,” a n d  “[r lub h a n d s  to g e ther  u n til dry. Use  as  n e e d e d  
b e tween h a n d  washes  to  he lp  reduce  bac ter ia  o n  th e  skin.” These  statements represen t 
th a t th is  p roduc t is a n  e ffec tive al ternat ive to  soap-and-wa ter  h a n d  wash ing  in  reduc ing  
bac ter ia  o n  th e  sk in a n d  th a t it does  n o t requ i re  a  w a ter  r inse a fte r  use . 

W e  a re  n o t aware  th a t a  p roduc t, fo rmu la te d  a n d  labe led  l ike th is  o n e , was  m a r k e te d  in  
th e  Un i te d  S ta tes  o n  or  b e fo re  D e c e m b e r  4 ,1 9 7 5 , no r  is th is  p roduc t th e  subject  o f a  fina l  
d e te rm ina tio n  by  F D A  under  Tit le 2 1  o f th e  C o d e  o f Federa l  Regu la tions  (CFR) , S e c tio n  
3 3 0 .1 4  (21  C F R  8  3 3 0 .14) . There fo re , Q S  P lus Ins ta n t H a n d  S a n i t izer is n o t inc luded in  
F D A ’s O T C  Drug  Rev iew. Nor  a re  w e  aware  o f any  d a ta  es tab l ish ing th a t th is  d rug  is 
genera l l y  recogn ized  as  sa fe  a n d  e ffec tive fo r  its labe led  uses . It is, the re fo re , a  “‘n e w  
d rug” as  d e fin e d  by  sect ion 201(p )  o f th e  A ct. S ince Q S  P lus Ins ta n t H a n d  S a n i t izer is 
n o t th e  subject  o f a n  approved  n e w  d rug  appl icat ion,  its m a r k e tin g  in  th e  Un i te d  S ta tes  
v iolates sect ion 505(a )  o f th e  A ct. 

For  your  ir& o r m a tio n , F D A  is cur ren tly eva lua tin g  th e  sa fe ty a n d  e ffec t iveness o f 
b e n z e th o n i u m  ch lor ide-conta in ing a n tibac ter ia l  c leansers  unde r  th e  agency’s O T C  Drug  
Rev iew a n d  a n tibac ter ia l  c leansers  con ta in ing  th is  ingred ien t a re  inc luded in  th e  rev iew 
so  long  as  they  a re  in tended to  b e  r insed with w a ter  a & r  use  a n d  they  a re  n o t o & r e d  as  
a n  al ternat ive to  soap-and-wa ter  h a n d  wash ing  (see  5 9  Federa l  Reg is ter  (FR)  3 1 4 0 2 , June  
1 7 ,1994) . 

ae rw  S a n i  P e a c h  A n tibac ter ia l  H a n d  C leaner  
a e r m  S a n i  M A N G O  A n tim icrobia l  H a n d  C leaner  
ae rw  F o a m v M A N G O  H A N D  C L E A N E R  

A s n o te d  a b o v e , a  m o n o g r a p h  fo r  O T C  top ica l  a n tibac terial /ant im icrobia l  d rug  p roduc ts 
l ike these  is be ing  deve loped  under  F D A ’s O T C  Drug  Rev iew (see 5 9  FR  3 1 4 0 2 , June  
1 7 , 1994 ) . P e n d i n g  issuance o f a  fina l  m o n o g r a p h , these  O T C  d rug  p roduc ts a re  subject  
to  al l  exist ing requ i remen ts a ffec tin g  the i r  m a n tisturing, packag ing , a n d  label ing,  
inc lud ing th e  requ i remen t fo r  a d e q u a te  di rect ions fo r  use  to  a p p e a r  o n  th e  label ing.  These  
th ree  p roduc ts bear  abso lu te ly  n o  direct ions fo r  th e  a n tibac terial /ant im icrobia l  uses  
descr ibed in  the i r  label ing,  a n d  they  a re  n o t e x e m p t f i-om  th is  requ i remen t. There fo re , 
they  a re  m isbranded  under  sect ion 502( f)(l) o f th e  A ct as  fiu ther  descr ibed by  2 1  C F R  
3  2 0 1 .5 . 

a e r o m  S a n ti-W a s h  H a n d  S o a o  

T h e  labe l  fo r  th is  p roduc t i den tifies  “Iod ine” as  th e  “A ctive Ing red ien t.” O ther  s tatements 
o n  th e  labe l  c laim  th a t th e  p roduc t is “b a s e d  o n  a n  iodophor  comp lex” a n d  th a t it 
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“Contains: Iodine Complex.” These statements suggest that the iodine contained in the 
product is actually present in the form of an iodine complex. The inspections of your 
facility disclosed that this complex is alpha-@-nonylphenyl)omega hydroxypoly 
(oxyethyiene)-iodine complex. This complex is the active ingredient, as defined by 21 
CFR 6 201.66(b)(2), in aerw Santi-Wash Hand Soap and should be declared by this 
established name on the label. Because this complex is not declared on the label by this 
established name, this product is misbranded under section 502(e)(l)(A)(ii) of the Act. 

aeroa Sani Peach Antibacterial Hand Cleaner 
aeroaD Palm Antibacterial Hand Soan 
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The label for aeroap Sani Peach Antibacterial Hand Cleaner identifies “PCMX (Para- 
chloro-meta-xylenol)” as its “Active Ingredient.” The label for aero,g, Pahn Antibacterial 
Hand Soap identifies “Parachloromet8Xylenol” as its “ACTIVE INGREDIENT,” and the 
label for _I_I_i - MEDICATED LOTION SOAP identifies 
“Parachlorometaxyleno~ (PCMX)” as its “ACTIVE INGREDIENT.” The established 
name for the active ingredient in each of these products is chloroxvlenol. Therefore, all 
three products are misbranded under section 502(e)(l)(A)(ii) of the Act. 

As noted previously, OTC antibacterial/antimicrobial cleansers are being evaluated under FDA’s 
OTC Drug Review. The tentative final monograph (TFM) for these products was published in 
the Federal Register ‘of June 17, 1994. This TFM is available at 
http://www.fda.gov/cder/otcmonographs/Antimicrobi~~~~bi~-~tis~tic-TF-PR-l99406 
17.pdf As explained above, products like QS Plus Instant Hand Sanitizer, are not included in 
this TFM. 

FDA does not object to the marketing of products that comply with the formulation and labeling 
requirements described in TFMs, along with any other regulations affecting these products. 
Marketing products in conformance with a TFM, however, is subject to the risk that a final 
monograph or rule may require reformulation and/or relabeling, or FDA approval pursuant to 
section 505 of the Act. 

In addition, FDA’s most recent inspection of your facilities revealed several continuing 
significant deviations from the Current Good Manufacturing Practice (CGMPs) regulations under 
2 1 CFR Parts 2 10 and 2 11. These CGMP deviations, described below, cause your drug products 
to be adulterated under section 501(a)(2)@) of the Act. 

You have failed to establish an adequate stability testing program to determine appropriate 
expiration dates for all your drug products (21 CFR 0 211.166(a) and (b)). You do not have 
sufficient stability data to assure that your drugs meet applicable standards of strength, quality, 
and purity at time of use. See generally 21 CFR 5 210.1(a). Currently the requirement for an 
expiration date is not being enforced for OTC drug products if they are stable for at least three 
years, as supported by appropriate stability data. See 21 CFR $211 .137(h). Review of your 
stability data revealed that you do not have sufficient data to support the lack of expiration dates 
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on the labels for aerw Santi-Wash Hand Soap and HAND AID Instant Hand Sanitizer. 

The product aeroap Sat&Wash Hand Soap is labeled as containing 0.32% iodine. Gur previous 
inspection found that the only available stability data for this product indicated a decrease in 
assay to 48 - 55% (of label claim) after three years, 56 - 65% tier two years, and 65 - 67% a&r 
one year. Only one lot of this product has been tested for stability since 1999 and that was as a 
result of our previous inspection in 2003. That data provide only eight months of stability for 
this product. 

The three year stability test results for HAND AID Instant Hand Sanitizer indicate that it fails 
to meet your release specifications after three years. During the current inspection you did 
provide some additional information that indicates stability of one lot of this product at two years 
and nine months. While this singular lot provides positive information regarding the product’s 
stability, earlier stability lots failed, i.e., the assay results at three years were actually higher than 
the initial assay results. FDA notes that you did not investigate why the earlier stability lots 
failed as required by 21 CFR 4 211.192. Until the reason for these questionable results is 
determined, a problem with the product, the manufacturing process, and/or the analytical method 
cannot be ruled out. 

You have failed to investigate failures of a batch or any of its components to meet their 
specifications (21 CFR $211.192). FDA notes that you do not maintain any written records 
regarding unexplained discrepancies and batch failures as required by 21 CFR $211.192. 
Further, you do not have any written procedures requiriug such an investigation as required by 21 
CFR $211.22(d). Our inspections revealed that batches are routinely reprocessed when initial 
release specifications fail. All matches of aeroe, Pahn Antibacterial Hand Soap 
manufactured in 2003 had an initial out-of-specification viscosity result. Three out of- 
batches of aerw Sauti-Wash Hand Soap were reprocessed after an initial assay failure for iodine. 
In addition, none of the stability failures, described above, were the subject of an investigation as 
required by 2 1 CFR Q 2 11.192. The most recent failure was an out-of-specification result for the 
active ingredient chloroxylenol ’ s MEDICATED LOTION SOAP 
manufactured in March 2004. You reworked the lot without performing an investigation 
regarding the out-of-specification result as required under 21 CFR 6 211.192. You have not 
established written procedures for the reprocessing of batches to ensure that they will conform to 
all established specifications (2 1 CFR 9 2 11.115). 

The CGMP deviations described above were included on the Inspectional Observations forms 
(FDA 483) which were issued to and discussed with Michael Rekhehnan, Vice President of 
Technical Services, at the conclusion of the inspections. Copies of the FDA 483s are enclosed 
for your review. 

The violations described above are not meant to be all-inclusive. It is your responsibility to 
ensure that all drug products manufactured and distributed by your firm comply with the Act. 
Federal agencies are advised of the issuance of all Warning Letters pertaining to drugs and 
devices so that they may take this information into account when considering the award of 
contracts. We request that you take action immediately to correct these violations. Failure to do 
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so may result in regulatory action without further notice, including seizure and/or injunction. 

Please send a written response to this office within fifteen working days of receipt of this letter. 
Your response should describe the specific actions that you will take, or have taken, to correct the 
violations described in this letter. Your response should also include an explanation of each step 
being taken to prevent recurrence of similar violations. If corrective action cannot be completed 
within fifkn working days, state the mason for the delay and the time within which corrections 
will be completed. Your response should be sent to Philip S. Campbell, Compliance Officer, at 
the address noted in the letterhead. If you wish to discuss this letter or our continuing concerns 
with your facility, you should contact Mr. Campbell at (404) 253-1280. 

Sincerely yours, 

Mary H. Woeske, Director 
Atlanta District 

Enclosures 
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